Dedalus

HEALTHCARE SYSTEMS GROUP

17.03.2026
Urgent Field Safety Notice

Dear Customers,

DH Healthcare GmbH, a Dedalus Group company, would like to bring to your attention the following
issue reported to the national competent authority:

Title: Administration task untraceable due to unexpected deletion of the
corresponding prescription line

Internal Reference: MST0085248

Product name and version(s) and UDI-DI:

=  ORBIS Medication 03.16.00.00 in ORBIS version 84.38.00.00 and higher in Germany, Austria,
Switzerland, Luxembourg

=  ORBIS Medication 03.16.01.00 in ORBIS version 84.38.00.00 and 85.21.00.00 and higher for
France.

=  ORBIS Medication 03.21.02.01 in ORBIS version 84.43.04 and higher in UK

Manufacturer: DH Healthcare GmbH
UDI-DI: 4260693990026

Information:

The following issue occurs in the prescription when, after creating and signing a prescription line,
the physician deletes it. In a second time, the physician duplicates it before the first administration.
In this case, both prescription lines are deleted, but administration tasks are still generated in the
Nursing Intervention Worklist. These tasks then become impossible to administer, as the system
indicates that the line has been duplicated, even though no corresponding line exists.

Illustrated scenario:

A physician creates a prescription line and signs.

HOSPITAL Pharmaceu tical advices ) Alerts B Reference date: NOW / C Refresh @ Add 8/ Sign | =
Lines (0/1) Predictive Input Balance: 0 m v for 24hrs starting 22/01/2026 at  11:39 B =0
0 » Ongoing 1 Thl at 08:00, 1 Thi at 12:00, 1 22 Jan. 2026, 12:00 i &

Thl at 20:00 (that is 3 Tbl/d)
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Then, before first administration, he deletes and duplicates the line in the same action sequence
and signs.

Dossier patient / PID 521268/ 00019 ~ / Liste de prescriptions f x
HOSPITAL Pharmacsutical advices )  Alerts « Reference date: NOW #° X Cancel @ Add | # Sign
Lines (0/2) Predictive Input Balance: 0 mi v for 24hrs starting 22/01/2026 ¢ 1156 BB =
O st * Prescription line name Dosage Administration start Pause Last adminisiration End
o B 44 To be signed. 2 Thl at 08:00, 2 Thl at 12:00, 2 22 Jan, 2026, 20:00 =
Thi at 20:00 (that is & Thi/d)
O T Tovesigned 17Thl at 08:00, 1 Thi at 12:00, 1 22 Jan. 2026, 20:00 a
Thi at 20:00 (that is 3 Thi/d)

Both lines (deleted one and duplicated one) disappear.

HOSPITAL Pharmaceutical advices D Alerts Reference date: NOW /' C Refresh @® Add
Lines (0/0) Predictive Input Balance: 0 m/ ~  for 24hrs starting 22/01/2026 at  11:39 B = &
O s = Prescription line name Dosage Administration start Pause Last administration nd

®

No data found

In parallel, duplication action leads to the creation of new administration tasks in Nursing
Intervention WorkList.

< Mursing nterventions worklist/Nursing nterventions WL

WL Inpatient cases WL Outpatient cases WL Pre-admission cases Queries Group  Classification
Department -~ ward S5TGL ~ Room ~ Bed 1 standard 4
Start 22/01/2026 00:01 End 22/01/2026 19:00 Time @ lnterval O shift A;:’“"““ﬁs:“

- & Ganzer T: PflegemaBnahmen

Patient ) [ ___| Ofiiter by care provider hide absent patients . thmn:& R
Intervention O mittagsdianst ORBIS Medication
Add text - O Nachdienst Medikation: komplatt ohne Bedarfsmadikation
e Medikation: nur Bedarfsmedikation
Orders Ewith  EWithout quick confirmation @ Hide nursing interventions for healthcare assistants s i el il

. Medikation: per os fissig - nicht unterstatzt
Orders before admission or from pre-admission cases are displayed T
O do not display planned cases [Maciation: Lv.
O bisplay open orders from discharged cases “ilimedikation: i.m. ]

ORME 3.15 [ORBIS Medication] | HandoverwL & QPrintlist & (% B 7 & Open [BConfirm &iNot completed [#Confim all 3 &

3 Icon  Time Room Bed patient Interventions Addl taxt Number:

=2 e 12:00 < to take by route Oral To be prepared 4

(prer I ;-

2 Thl at 08:00, 2 Thl at 12:00, 2 Thl at 20:00 (that is & Thl/d)
First administration expected on January 22 2026 at 12:00
Signad| January 22 2026 at 11:57

5 9 12:00 - spec to take by route Oral ERE]
2 Tbl at 08:00, 2 Tbl at 12:00, 2 Thl at 20:00 (that is & Thlid)

Farst. cted on January 22 2026 at 12:00
Signed anuary 22 2026 at 11:57
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If a nurse attempts to administer and confirm these tasks, the system blocks the action, indicating
that the prescription has been modified and advising verification. However, the corresponding
prescription lines no longer exist.

Product administration - Ver. 188

L ®
g e

22/01/2026 12:00 @ O Now

ORAL
2 Thl at 08:00, 2 Thl at 12:00, 2 Thl at 20:00 (that is 6 Thi/d)

tity ad stered
Quantity administere: 2 [ o .
27Thbl
Quantity used 2| 1ol v M &
E
H
]
o oran of this line has been modified. Please close the screen and perform the operation again to have the
taken into account.
[o] (& smarm

This behavior can lead to administration errors of prescribed treatment due to nursing tasks being
blocked and lacking an associated prescription.

Actions:
Actions undertaken by DH Healthcare GmbH:

= Inform the affected customers with this letter.

=  Release of correction with ORBIS Medication version 03.22.00.00 or higher in ORBIS version
84.44.00.00 or higher (release planned for second quarter of 2026 for DACHL and second half
of 2026 for UK).

=  Release of correction with ORBIS Medication 04.00.00.00 or higher in ORBIS version
84.44.02.00 or higher and 85.44.02.00 or higher (release planned for first quarter of 2027 for
FR).
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Recommended actions to be taken by the customer:
= As a physician, please execute the deletion and the duplication steps separately:
o Delete the prescription line and sign.

o After the first action is completed, duplicate the prescription line as a separate
action and sign the new line.

= As a physician, if you face the issue, please always inform the nurses about the specific
administration tasks not to be considered from the Nursing Intervention Worklist..

= |nstall the correction when available.

Please distribute this information to all those who need to be aware of it.

Regardless of the situation described here, we would like to point out that care providers must
always ensure that clinically relevant information, including prescription information, is clearly
communicated and that they must use verified information (e.g., from medical devices such as
monitoring systems), independent from the software being used.

It is important that you take the actions described in this safety information and acknowledge

receipt of this letter.

If the above information does not apply to your hospital or if the device has been transferred to
another organization, please indicate this on the attached feedback form and forward this Field
Safety Notice to the respective organization.

Thank you for your careful attention to this matter and for your support.

If you have any questions on this matter, please consult our contact person:

Sincerely,
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Urgent Field Safety Notice

Feedback Form
We kindly ask you to return this feedback form as soon as possible, but at the latest within 30 days
after receipt of this letter, to the following e-mail address:
Thank you for your cooperation.

Customer / Facility (names of all
affected operational facilities):

Address:

MST0085248 - Administration task untraceable due to

Reference . . S
unexpected deletion of the corresponding prescription line

Product reference:
ORBIS Medication

Name (contact person)

Position

Phone number

Date

Signature

O I confirm that | have received and understood the safety information.
I The safety information does not apply to my facility.

O The device was transferred to another organization.

Name and address of the other organization:

[0 Please update our contact information as follows:

Customer / Facility:

Address:
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